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Conditions  of  Participation;  Home 
Health  Agencies 

Notice  is  hereby  given,  pursuant  to 
the  Administrative  Procedure  Act  (5 
U.S.C.  552  et  seq.),  that  the  regulations 
set  forth  in  tentative  form  below  are 
proposed  by  the  Commissioner  of  Social 
Seciu’ity,  with  the  approval  of  the  Sec¬ 
retary  of  Health,  Education,  and  Welfare. 
For  a  home  health  agency  to  be  eligible 
for  participation  as  a  provider  of  services 
in  the  health  insurance  program  for  the 
aged,  it  must  meet  the  specific  statutory 
requirements  of  section  1861(o)  of  the 
Social  Security  Act  as  well  as  the  condi¬ 
tions  established  in  the  interest  of  health 
and  safety.  The  proposed  regulations: 

( a )  Reorganize  the  present  regulations 
relating  to  the  conditions  of  participation 
which  home  health  agencies  are  required 
to  meet  for  purposes  of  participating  in 
the  program; 

(b)  Clarify  and  expand  the  conditions 
by  providing: 

( 1 )  That  certifications  and  recertifica¬ 
tions  by  the  State  agency  that  a  home 
health  agency  is  in  substantial  compli¬ 
ance  with  the  conditions  of  participation 
will  be  for  a  period  of  1  year  instead  of 
2  years; 

(2)  That  a  home  health  agency  shall 
have  a  governing  body  legally  responsible 
for  its  operation; 

(3)  That  the  administrator  meet  cer¬ 
tain  qualifications  and  assume  certain 
responsibilities;  and 

(4)  That  branclf  offices  (unlike  other 
subdivisions  of  home  health  agencies) 
shall  automatically  meet  the  conditions 
of  participation  approved  for  the  parent 
agency;  and 

(5)  That  owners  of  agencies  be 
identified; 

(6)  That  the  content  of  a  contract  be 
specified  in  detail;  and 

(7)  That  program  evaluation  be  car¬ 
ried  out  annually  and  include  record  re¬ 
view;  and 

(c)  Incorporate  provisions  relating  to 
outpatient  physical  therapy  services 
which  are  already  incorporated  in  Sub¬ 
part  Q  of  this  part. 

Prior  to  the  final  adoption  of  the  pro¬ 
posed  regulations,  consideration  will  be 
given  to  any  data,  comments,  or  argu¬ 
ments  pertaining  thereto  which  are  sub¬ 
mitted  in  writing  in  triplicate  to  the 
Commissioner  of  Social  Security,  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
Building,  Fourth  and  Independence  Ave¬ 
nue  SW.,  Washington,  DC  20201,  within 
a  period  of  30  days  from  the  date  of 
publication  of  this  notice  in  the  Federal 
Register. 


Written  documents  received  in  re¬ 
sponse  to  this  notice  will  be  available 
for  public  inspection  during  regular  busi¬ 
ness  hours  at  the  Washington  Inquiries 
Section,  Office  of  Public  Affairs,  Social 
Security  Administration,  Department  of 
Health,  Education,  and  Welfare,  North 
Building,  Room  3193,  330  Independence 
Avenue  SW„  Washington,  DC  20201. 

The  proposed  regulations  are  to  be 
issued  imder  the  authority  contained  in 
sections  1102,  1861  (o),  1863,  1864,  and 
1871,  49  Stat.  647,  as  amended,  79  Stat. 
314-316,  79  Stat.  320,  79  Stat.  325-326,  79 
Stat.  331,  42  U.S.C.  1302,  1395  et  seq. 

Dated:  August  18,  1971. 

Robert  M.  Ball, 

Commissioner  of  Social  Security. 

Approved:  September  13, 1971. 

Elliot  L.  Richardson, 

Secretary  of  Health,  Education, 
and  Welfare. 

Subpart  L  of  Part  405  of  Chapter  III  of 
Title  20  of  the  Code  of  Federal  Regula¬ 
tions  is  revised  to  read  as  follows : 

§  405.1201  General. 

(a)  In  order  to  participate  as  a  home 
health  agency  in  the  health  insurance 
program  for  the  aged,  an  institution  must 
be  a  “home  health  agency”  within  the 
meaning  of  section  1861(o)  of  the  Social 
Security  Act.  This  section  of  the  law 
states  a  number  of  specific  requirements 
which  must  be  met  by  participating  home 
health  agencies  and  authorizes  the  Sec¬ 
retary  of  Health,  Education,  and  Welfare 
to  prescribe  other  requirements  con¬ 
sidered  necessary  in  the  interest  of 
health  and  safety  of  beneficiaries.  Sec¬ 
tion  1861(0)  of  the  Act  provides: 

(o)  The  term  “home  health  agency”  means 
a  public  Eigency  or  private  organization,  or 
a  subdivision  of  such  an  agency  or  organiza¬ 
tion,  which — 

(1)  Is  primarily  engaged  in  providing 
skilled  nursing  services  and  other  therapeutic 
services; 

(2)  Has  policies,  established  by  a  group  of 
professional  personnel  (associated  with  the 
agency  or  organization).  Including  one  or 
more  physicians  and  one  or  more  registered 
professionEil  nurses,  to  govern  the  services 
(referred  to  in  paragraph  (1))  which  it  pro¬ 
vides,  and  provides  for  supervision  of  such 
services  by  a  physician  or  registered  profes¬ 
sional  nurse; 

(3)  Maintains  clinical  records  on  all 
patients; 

(4)  In  the  case  of  an  agency  or  organiza¬ 
tion  in  any  State  in  which  State  or  applica¬ 
ble  locEd  law  provides  for  the  licensing  of 
agencies  or  organizations  of  this  nature, 
(A)  is  licensed  pursuant  to  such  law,  or  (B) 
is  approved,  by  the  Eigency  of  such  State  or 
locEility  responsible  for  licensing  agencies  or. 
organizations  of  this  nature,  eis  meeting  the 
standards  established  for  such  licensing;  and 

(5)  Meets  such  other  conditions  of  pEir- 
ticipatlon  as  the  Secretary  may  find  neces¬ 
sary  in  the  interest  of  the  health  Eind  safety 
of  individuals  who  are  furnished  services  by 
such  Eigency  or  organization; 

except  that  such  term  shall  not  include  a 
private  organization  exempt  from  Federal 
inemne  taxation  under  section  501  of  the 
Internal  Revenue  Code  of  1954  (or  a  sub¬ 
division  of  such  organization)  unless  it  ia 
licensed  pursuant  to  State  law  and  it  meets 


such  Eidditlonal  standards  and  requirements 
as  may  be  prescribed  in  regulations;  and  ex¬ 
cept  that  for  purposes  of  Part  A  such  term 
shEdl  not  Include  any  Eigency  or  organization 
which  is  primEirlly  for  the  care  and  treat¬ 
ment  of  mental  diseases. 

(b)  The  requirements  included  in  the 
statute  and  the  additional  health  and 
safety  requirements  prescribed  by  the 
Secretary  are  set  forth  in  the  conditions 
of  participation  for  home  health  agen¬ 
cies.  A  home  health  agency  which  meets 
all  of  the  specific  statutory  requirements 
and  which  is  found  to  be  in  substantial 
compliance  with  the  additional  condi¬ 
tions  prescribed  by  the  Secretary  may, 
if  it  so  desires,  agree  to  become  a  par¬ 
ticipating  home  health  agency. 

(c)  The  Secretary  may,  at  the  request 

of  a  State,  approve  higher  health  and 
safety  requirements  for  that  State.  Also, 
where  a  State  or  political  subdivision 
imposes  higher  requirements  on  home 
health  agencies  as  a  condition  for  the 
purchase  of  services  under  a  State  plan 
approved  imder  title  I,  XVI,  or  XIX  of 
the  Social  Security  Act,  the  Secretary  is 
required  to  impose  like  requirements  as 
a  condition  to  the  payment  for  services 
by  such  home  health  agencies  in  that 
State  or  subdivision.  (See  Addenda  to 
§§405.1222,  405.1224,  405.1226,  and 

405.1231.) 

(d)  Attention  is  invited  to  the  require¬ 
ments  of  title  VI  of  the  Civil  Rights  Act 
of  1964  (78  Stat.  252;  Public  Law  88- 
352)  which  provides  that  no  person  in 
the  United  States  shall,  on  the  ground 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subject  to  discrim¬ 
ination  under  any  program  or  activity 
receiving  Federal  financial  assistance 
(sec.  601),  and  to  the  implementing  reg¬ 
ulation  issued  by  the  Secretary  of  Health, 
Education,  and  Welfare  with  the  ap¬ 
proval  of  the  President  (Part  80  of  Title 
45  of  the  Code  of  Federal  Regulations). 

§  405.1202  Conditions  of  parliripalion ; 
general. 

For  an  agency  to  be  eligible  for  par¬ 
ticipation  in  the  program,  it  must  meet 
the  statutory  requirements  of  section 
1861(0)  and  there  must  be  a  finding  of 
substantial  compliance  on  the  part  of 
the  agency  with  all  the  other  conditions. 
These  conditions  which  include  both  the 
statutory  requirements  and  the  addi¬ 
tional  health  and  safety  r„-quirements 
prescribed  by  the  Secretary  are  set  forth 
in  §  405.1209  et  seq.  They  are  require¬ 
ments  relating  to  the  quality  of  care  and 
and  "the  adequacy  of  the  services  and 
facilities  which  the  agency  provides. 
Variations  in  the  type  and  size  of  agen¬ 
cies  and  the  nature  and  scope  of  serv¬ 
ices  offered  will  be  reflected  in  differ¬ 
ences  in  the  details  of  organization  and 
staffing.  However,  the  test  is  whether 
there  is  substantial  compliance  with  each 
of  the  conditions. 

§405.1203  Standards ;  general. 

As  a  basis  for  a  determination  as  to 
whether  or  not  there  is  substantial  com¬ 
pliance  with  the  prescribed  conditions 
in  the  case  of  any  particular  home  health 
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agency,  a  series  of  standards,  almost  all 
interpreted  by  explanatory  factors,  are 
Usted  under  each  condition.  These  stand¬ 
ards  represent  a  variety  of  activities 
which  home  health  agencies  may  under¬ 
take  or  be  pursuing  in  order  to  carry  out 
the  functions  embodied  in  the  conditions. 
Reference  to  these  standards  will  en¬ 
able  the  State  agency  surveying  the  home 
health  agency  to  document  the  activities 
of  the  agency,  to  establish  the  nature  and 
extent  of  its  deficiencies,  if  any,  with 
respect  to  a  particular  function,  and  to 
assess  the  agency’s  need  for  improve¬ 
ment  in  relation  to  the  prescribed  con¬ 
ditions.  In  substance,  the  application  of 
the  standards,  together  with  the  explana¬ 
tory  factors,  will  indicate  the  extent  and 
degree  to  which  a  home  health  agency 
is  complying  with  each  condition. 

§  403.1201  Certification  by  State  agency. 

(a)  The  Health  Insurance  for  the  Aged 
Act  provides  that  the  services  of  State 
agencies,  operating  under  agreements 
with  the  Secretary,  will  be  used  by  the 
Secretary  in  determining  whether  insti¬ 
tutions  meet  the  conditions  of  participa¬ 
tion.  Pursuant  to  these  agreements.  State 
agencies  will  certify  to  the  Secretary 
home  health  agencies  which  are  found 
to  be  in  substantial  compliance  with  the 
conditions.  Such  certifications  shall  in¬ 
clude  findings  as  to  whether  each  of  the 
conditions  is  substantially  met.  The  Sec¬ 
retary,  on  the  basis  of  such  certification 
from  the  State  agency,  will  determine 
whether  or  not  an  entity  is  a  home  health 
agency  eligible  to  participate  in  the 
health  insurance  program  as  a  provider 
of  services. 

(b)  The  decisions  of  the  State  agency 
represent  recommendations  to  the  Sec¬ 
retary.  Notice  of  determination  of  eligi¬ 
bility  or  noneligibility  made  by  the  Sec¬ 
retary  on  the  basis  of  a  State  agency 
decision  will  be  sent  to  the  home  health 
agency  by  the  Social  Security  Adminis¬ 
tration  aiter  such  review  and  profes¬ 
sional  consultation  with  the  Public 
Health  Service  as  may  be  required.  If  it 
is  determined  that  the  home  health 
agency  does  not  comply  with  the  condi¬ 
tions  of  participation,  the  home  health 
agency  may  request  that  the  determina¬ 
tion  be  reviewed.  For  procedures  relating 
to  appeals  process,  see  Subpart  O  of  this 
Part  405. 

(c)  In  the  case  of  a  home  health 
agency  with  subunits  (8  405.1221(a)), 
separate  agreements  are  required  for 
each  subunit  certified  by  the  State  agency 
as  meeting  the  conditions  of  participa¬ 
tion.  This  requirement,  however,  does 
not  apply  to  subunits  of  a  State  Health 
Department. 

§  40.3.1205  Principles  for  the  evaluation 
of  home  health  agencies  to  determine 
whether  they  meet  the  conditions  of 
participation. 

Home  health  agencies  will  be  consid¬ 
ered  in  substantial  compliance  with  the 
conditions  of  participation  upon  accept¬ 
ance  by  the  Secretary  of  findings,  ade¬ 
quately  documented  and  certified  to  by 
the  State  agency,  showing  that: 

(a)  The  home  health  agency  meets 
the  specific  statutory  requirements  of 


section  1861  (o)  and  is  found  to  be  op¬ 
erating  in  accordance  with  all  other  con¬ 
ditions  of  participation  with  no  signifi¬ 
cant  deficiencies,  or 

(b)  The  home  health  agency  meets  the 
specific  statutory  requirements  of  sec¬ 
tion  1861(0)  but  is  found  to  have  de¬ 
ficiencies  with  respect  to  one  or  more 
other  conditions  of  participation  which: 

(1)  It  is  making  reasonable  plans  and 
efforts  to  correct;  and 

(2)  Notwithstanding  the  deficiencies, 
is  rendering  adequate  care  and  without 
hazard  to  the  health  and  safety  of  in¬ 
dividuals  being  served,  taking  into  ac¬ 
count  special  procedures  or  precaution¬ 
ary  measures  which  have  been  or  are 
being  instituted. 

§  405.1206  Condition — time  limitations 
on  eertifirations  of  Mibstantial  com- 
plianee. 

(a)  All  initial  certifications  and  re¬ 
certifications  by  the  State  agency  to  the 
effect  that  a  home  health  agency  is  in 
substantial  compliance  with  the  condi¬ 
tions  of  participation  will  be  for  a  period 
of  1  year.  Ordinarily,  a  resurvey  will  be 
scheduled  annually;  however,  the  resur¬ 
vey  may  be  conducted  earlier  than  the 
scheduled  time  if  the  circumstances 
warrant  it.  State  agencies  may  visit  or 
resurvey  institutions  where  necessary  to 
ascertain  continued  compliance  or  to  ac¬ 
commodate  to  periodic  or  cyclical  survey 
programs.  A  State  finding  and  certifica¬ 
tion  to  the  Secretary  that  an  institution 
is  no  longer  in  compliance  may  occur 
within  the  1-year  period  of  certification. 

(b)  If  a  home  health  agency  is  certi¬ 
fied  by  the  State  agency  as  in  substantial 
compliance  under  the  provisions  of 
§  405.1205(b)  the  following  information 
will  be  incorporated  into  the  finding  and, 
if  the  Secretary  determines  that  the 
home  health  agency  is  eligible  to  partici¬ 
pate  in  the  program  as  a  provider  of 
services,  into  a  notice  of  eligibility  to 
the  home  health  agency: 

(1)  A  statement  of  the  deficiencies 
which  were  found;  and 

(2)  A  description  of  progress  which 
has  been  made  and  further  action  which 
is  being  taken  to  remove  the  deficiencies; 
and 

(3)  A  scheduled  time  for  a  resurvey  of 
the  institution  to  be  conducted  not  later 
4han  1  year  (or  earlier,  depending  on 
the  nature  of  the  deficiencies)  from  the 
date  of  certification. 

§  405.1207  ('.erlifirulHin  of  nonrnmpli- 
anre. 

The  State  agency  will  certify  that  a 
home  health  agency  is  not  in  compliance 
with  the  conditions  of  participation,  or, 
where  a  determination  of  eligibility  has 
been  made,  that  it  is  no  longer  in  com¬ 
pliance  where : 

(a)  The  home  health  agency  is  not  in 
compliance  with  one  or  more  of  the 
statutory  requirements  of  section  1861 
(o) ;  or 

(b)  The  home  health  agency  has  de¬ 
ficiencies  of  such  character  as  'to  se¬ 
riously  limit  its  capacity  to  render 
adequate  care  or  to  place  health  and 
safety  of  individuals  in  jeopardy,  and 
consultation  with  the  home  health  agen¬ 


cy  has  demonstrated  that  there  is  no 
early  prospect  of  such  significant  im¬ 
provement  as  to  establish  substantial 
compliance  as  of  a  later  beginning  date; 
or 

(c)  After  a  previous  period  or  part 
thereof  for  which  the  home  health  agen¬ 
cy  was  certified  imder  circumstances 
outlined  in  §  405.1205(b),  there  is  a  lack 
of  progress  toward  a  removal  of  deficien¬ 
cies  which  the  State  agency  finds  are 
adverse  to  the  health  and  safety  of  in¬ 
dividuals  being  served. 

(d)  If,  on  the  basis  of  a  State  agency 
certification,  it  is  determined  by  the  Sec¬ 
retary  that  the  home  health  agency  does 
not  substantially  meet,  or  no  longer  sub¬ 
stantially  meets  the  conditions  of  par¬ 
ticipation,  the  agreement  for  participa¬ 
tion  may  not  be  accepted  for  filing,  or 
if  filed,  may  be  terminated.  The  agency 
may  request  that  the  determination  be 
reviewed.  For  procedures  relating  to  the 
appeals  process,  see  Subpart  O  of  this 
Part  405. 

§  405.1208  Dovumontuliun  of  findings. 

The  findings  of  the  State  agency  with 
respect  to  each  of  the  conditions  of  par¬ 
ticipation  should  be  adequately  docu¬ 
mented.  Where  the  State  agency  certifi¬ 
cation  to  the  Secretary  is  that  a  home 
health  agency  is  not  in  compliance  with 
the  conditions  of  participation,  such  doc¬ 
umentation  should  include  a  report  of  all 
consultation  which  has  been  undertaken 
in  an  effort  to  assist  the  home  health 
agency  to  comply  with  the  conditions,  a 
report  of  the  home  health  agency’s  re¬ 
sponses  with  respect  to  the  consultation, 
and  the  State  agency’s  assessment  of  the 
prospects  for  such  improvements  as 
to  enable  the  home  health  agency  to 
achieve  substantial  compliance  with  the 
conditions. 

§  405.1209  (Qualifying  to  provide  out¬ 
patient  pliy»>ieal  therapy  servires. 

Section  1861  (p)  of  the  Social  Security 
Act  provides  in  pertinent  part  as  follows: 

(p)  The  term  “outpatient  physical  therapy 
services”  means  phsrslcal  therapy  services 
furnished  by  a  provider  of  services,  a  clinic, 
a  rehabilitation  agency,  or  a  public  health 
agency,  or  by  others  under  an  arrangement 
with,  and  under  the  supervision  of,  such  pro¬ 
vider,  clinic,  rehabilitation  agency  or  public 
health  agency  to  an  individual  as  an  out¬ 
patient  *  *  *. 

As  a  provider  of  services,  a  home  health 
agency  may  provide  outpatient  physical 
therapy  services  if  it  meets  the  statutory 
requirements  of  section  1861  (o)  of  the 
Act  and  substantially  complies  with  all 
other  health  and  safety  requirements 
prescribed  by  the  Secretary  (see  §  405.- 
1202,  supra)  and,  additionally,  is  in  sub¬ 
stantial  compliance  with  all  applicable 
health  and  safety  requirements  pertain¬ 
ing  to  rendition  of  outpatient  physical 
therapy  services.  The  applicable  health 
and  safety  requirements  pertaining  to 
outpatient  physical  therapy  services  are 
included  in  Subpart  Q  of  this  part.  (See 
§8  405.1720,  405.1722,  405.1724,  and  405.- 
1725.)  A  State  agency  finding  and  cer¬ 
tification  that  the  home  health  agency 
is  or  is  not  in  substantial  compliance  with 
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applicable  conditions  will  be  communi¬ 
cated  to  the  Secretary.  Notice  of  deter¬ 
mination  made  by  the  Secretary  will  be 
sent  to  the  home  health  agency. 

§  403.1220  Condition  of  participation; 
complianrp  with  Federal,  State,  and 
local  laws. 

(a)  Condition.  The  home  health 
agency  is  in  conformity  with  all  applica¬ 
ble  Federal,  State,  and  local  laws,  reg¬ 
ulations,  and  similar  requirements. 

(b)  Standard:  Licensing  of  home 
health  agency.  A  home  health  agency, 
which  is  a  nonprofit  organization  exempt 
from  Federal  income  taxation  under  sec¬ 
tion  501  of  the  Internal  Revenue  Code 
of  1954  (or  a  subdivision  of  such  orga- 
nizatimi)  in  a  community  where  State 
or  applicable  local  law  provides  for  the 
licensing  of  such  agencies,  is  licensed 
pursuant  to  sucdi  law  or  approved  by  the 
State  or  local  licensing  agency  as  meet¬ 
ing  the  standards  for  licensure.  A  pro¬ 
prietary  organization  which  is  not  ex¬ 
empt  from  Federal  Income  taxation 
imder  section  501  of  the  Internal  Rev¬ 
enue  Code  of  1954  (or  a  subdivision  of 
such  organization)  in  all  instances  is 
licensed  as  a  home  health  agency  pur¬ 
suant  to  State  law.  If  no  State  law  exists 
for  the  licensing  of  a  proprietary  home 
health  agency,  it  cannot  be  certified  for 
participation  in  the  health  insurance 
program. 

(c)  Standard:  Licensing  of  staff.  Staff 
of  the  home  health  agency  is  currently 
licensed  or  registered  in  accordance  with 
applicable  laws.  The  agency  maintains 
a  recording  and  verification  procedure 
that  insures  valid  and  current  licensure. 

(d)  Standard:  Conformity  with  other 
laws.  The  home  health  agency  is  in  con¬ 
formity  with  all  other  Federal,  State,  and 
local  laws  and  regulations  relating  to 
commimicable  and  reportable  diseases, 
and  other  relevant  matters. 

§  405.1221  Condition  of  parliripalion: 
Organization  and  functions. 

(a)  Condition.  (1)  The  home  health 
agency,  which  can  be  a  public  agency, 
private  organization,  or  a  subdivision  of 
such  agency  or  organization,  operates 
tmder  an  organizational  arrangement 
(see  paragraph  (c)  of  this  section)  and 
carries  out  its  primary  functions  of  pro¬ 
viding  part-time  or  intermittent  skilled 
nursing  services  and  other  covered  thera¬ 
peutic  services  on  a  visiting  basis  in  a 
place  of  residence  used  as  an  individual’s 
home.  For  purposes  of  Part  A  post¬ 
hospital  home  health  benefits,  the  term 
“home  health  agency”  does  not  include 
any  agency  or  organization  which  is 
primarily  for  the  care  and  treatment 
of  mental  diseases. 

(2)  A  subdivision  is  a  component  of  a 
multifunction  health  agency  such  as  the 
home  care  department  of  a  hospital  or 
the  nursing  division  of  a  health  depart¬ 
ment.  Each  such  subdivision  meets  inde¬ 
pendently  all  applicable  conditions  of 
participation. 

(3)  In  all  other  instances  of  subimits 
of  a  parent  agency,  such  as  local  imits 
of  a  State  health  department  or  other 
parent  agency  which  provides  only  cer¬ 
tain  administrative  and  fiscal  functions 


to  the  subunits,  the  subunits  independ¬ 
ently  meet  all  applicable  conditions  of 
participation. 

(b)  Standard:  operating  authority. 
The  administrative  control  of  the  agency 
is  readily  identifiable.  Policies  are  estab¬ 
lished  to  assure  that  the  services  pro¬ 
vided  by  the  agency  directly  and 
indirectly  are  controlled  and  supervised 
by  the  primary  agency.  The  administra¬ 
tive  and  supervisory  functions  of  a  home 
health  agency  may  not  be  delegated  to 
another  agency  or  organization.  The  fac¬ 
tor  explaining  the  standard  is  as  follows; 
There  is  a  written  organizational  plan 
that  delineates  clearly  the  lines  of  au¬ 
thority  for  the  delegation  of  responsibil¬ 
ity  which  extends  to  all  levels  of 
operation  including  subdivisions,  branch 
offices,  and  subunits. 

(1)  Separate  records  are  maintained 
for  each  organizational  imit  of  a  public 
agency  or  private  organization,  or  sub¬ 
division  of  such  agency  or  organization, 
identifsdng  the  type  of  home  health  serv¬ 
ices  provided  and  costs  of  such  services. 

(2)  Branch  offices  of  an  agency  oper¬ 
ate  imder  a  single  governing  body,  follow 
identical  policies,  and  provide  identical 
services  \^thin  the  overall  geographic 
area  (not  larger  than  a  metropolitan  or 
a  multicoimty  area)  served  by  the  parent 
agency.  An  example  is  a  branch  office  of 
a  visiting  nurse  association,  or  an  area 
office  of  a  local  health  department. 

(c)  Standard:  Organizational  ar¬ 
rangements.  The  hewne  health  agency 
operates  under  an  organizational  ar¬ 
rangement  which  may  be  one  of  the  fol¬ 
lowing  If  in  compliance  with  State 
licensure  laws: 

(1)  A  public  agency  which  Is  any 
agency  operated  by  a  State  or  local 
government. 

(2)  A  nonprofit  agency  which  is  a  pri¬ 
vate  (i.e.,  nongovernmental)  agency  ex¬ 
empt  from  FWeral  income  taxation 
under  section  501  of  the  Internal  Rev¬ 
enue  Code  of  1954. 

(3)  A  proprietary  agency  which  is  a 
private  profitmaking  agency  and  is  li¬ 
censed  by  the  State. 

(d)  Standard:  Provision  of  services. 
At  a  minimum,  skilled  ntu^ing  services 
and  at  least  one  other  therapeutic  serv¬ 
ice  (physical,  speech,  or  occupational 
therapy,  medical  social  services,  or  home 
health  aide  services)  are  provided  on  a 
visiting  basis  either  directly  or  under 
arrangements,  on  the  order  of  a  physi¬ 
cian  and  in  a  place  of  residence  used  as 
a  patient’s  home.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  A  public  or  nonprofit  home  health 
agency  provides  directly  through.agency 
employees  at  least  one  of  the  qualifying 
services  but  may  make  arrangements 
with  another  public  or  nonprofit  agency 
to  provide  the  second  qualifying  service 
and  any  additional  services. 

(2)  A  proprietary  home  health  agency 
provides  all  services  directly. 

§405.1222  Condition  of  participation: 

Agency  administration. 

(a)  Condition.  The  home  health 
agency  has  an  organized  governing  body, 
or  designated  person(s)  so  functioning, 
which  is  legally  responsible  for  the  con¬ 


duct  of  the  agency,  which  apptoints  an 
administrator  and  supervisor  of  profes¬ 
sional  services,  establishes  administrative 
policies,  and  pterforms  the  functions  here¬ 
in  pertaining  to  the  governing  body. 

(b)  Standard:  Governing  body.  ’There 
is  a  govemlnjg  body  which  assiunes  full 
legal  responsibility  for  the  overall  con¬ 
duct  of  the  organization.  The  factors 
explaining  the  standard  are  as  follows: 

( 1 )  ’The  ownership  of  the  home  health 
agency  is  fully  disclosed  to  the  State 
agency.  In  the  case  of  corporations,  the 
corporate  officers  are  named  and  each 
person  havi^  (directly  or  indirectly)  an 
ownership  interest  of  10  percentum  or 
more  is  identified. 

(2)  The  governing  body  is  responsible 
for  compliance  with  the  applicable  laws 
and  relations  of  legally  authorized 
agencies. 

(3)  The  governing  body  appoints  an 
advisory  group  of  professional  personnel, 
which  Includes  one  or  more  members  who 
are  practicing  physicians  and  one  or 
more  registered  nurses,  preferably  pub¬ 
lic  health  nurses,  and  representatives 
from  other  professional  disciplines  as  in¬ 
dicated  by  the  scope  of  the  agency’s  pro- 
grram. 

(4)  ’The  governing  body  approves 
policies  estaUished  by  the  advisory  group. 

(c)  Standard:  Bylaws  or  equivalent. 
’The  governing  body  adopts  bylaws,  or  an 
acceptable  equivalent  thereof,  which  may 
be  a  charter,  an  official  statement  of  ob¬ 
jectives  or  a<^nistrative  policies  govern¬ 
ing  the  agency  in  accordance  with  legal 
requirements.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  bylaws  are  written,  revised  as 
needed,  and  made  available  to  all  mem¬ 
bers  of  the  governing  body  and  the  ad¬ 
visory  group  of  professional  personnel. 

(2)  The  terms  of  the  bylaws  cover  at 
least  the  following: 

(i)  The  basis  upon  which  members  of 
the  governing  body  are  selected,  their 
terms  of  office,  and  their  duties  and  re¬ 
sponsibilities. 

(ii)  A  provision  specifying  to  whom 
responsibilities  for  direction  and  super¬ 
vision  of  the  program  and  evaluation  of 
practices  may  be  delegated,  and  the 
methods  established  by  the  governing 
body  for  holding  such  individuals  re¬ 
sponsible. 

(iii)  A  provision  designating  necessary 
officers,  their  terms  of  office,  and  their 
duties. 

(iv)  A  provision  specifying  the  fre¬ 
quency  of  board  meetings  and  requiring 
that  minutes  be  taken. 

(V)  A  provision  requiring  the  estab¬ 
lishment  of  personnel  policies. 

(d)  Standard:  Administrator.  The 
governing  body,  or  its  ^uivalent,  ap¬ 
points  a  qualified  administrator  and 
specifies  his  responsibilities  in  writing. 
The  administrator  may  be  a  public  health 
nurse,  physician,  or  other  individual  with 
training  and  experience  in  professional 
nursing  administration  or  health  services 
administration.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  The  administrator  has  had  at  least 
1  year  of  supervisory  or  administrative 
experience  in  home  health  or  related 
health  programs. 
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(2)  A  qualified  individual  is  authorized 
to  act  in  the  absence  of  the  administrator. 

(e)  Standard:  Responsibilities  of  the 
administrator.  The  administrator  acts  as 
the  executive  ofiBcer  of  the  governing 
body,  and  is  responsible  for  the  overall 
direction  and  management  of  the  af¬ 
fairs  of  the  home  health  agency,  and 
the  services  provided.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  In  discharging  his  duties,  the  ad¬ 
ministrator  keeps  the  governing  body 
fully  informed  of  the  conduct  of  the 
agency  through  regular  written  reports 
and  by  attendance  at  meetings  of  the 
governing  body. 

(2)  The  administrator  employs  qual¬ 
ified  personnel  and  arranges  for  their 
orientation  and  continuing  education. 

(3)  The  administrator  organizes  the 
day-to-day  functions  of  the  home  health 
agency  through  appropriate  delegation 
of  duties  and  establishes  formal  means 
of  accountability  on  the  part  of  staff 
members  to  whom  he  has  assigned 
duties. 

(4)  The  administrator  develops  and 
implements  an  accounting  and  report¬ 
ing  system  that  reflects  the  fiscal  ex¬ 
perience  and  current  financial  position 
of  the  agency,  including  the  develop¬ 
ment  of  a  budgetary  program. 

(5)  The  administrator  negotiates  for 
services  provided  by  contract  in  accord¬ 
ance  with  legal  requirements  and  estab¬ 
lished  policies  of  the  agency. 

(6)  The  administrator  holds  periodic 
meetings  in  order  to  maintain  liaison 
between  the  governing  body,  the  profes¬ 
sional  advisory  group,  and  the  profes¬ 
sional  staff  of  the  agency. 

(7)  The  administrator  has  sufficient 
freedom  from  other  responsibilities  to 
permit  adequate  attention  to  the  over¬ 
all  direction  and  management  of  the 
agency. 

(f)  Standard:  Supervising  physician 
or  registered  nurse.  The  governing  body 
appoints  a  physician  or  a  registered 
nurse  to  direct,  supervise,  and  coordi¬ 
nate  the  skilled  nursing  services  and 
other  therapeutic  service  provided  by 
the  agency.  A  physician  or  a  registered 
nurse  may  serve  as  the  administrator 
and  also  be  responsible  for  the  supervi¬ 
sion  of  the  services  being  provided  by 
the  agency.  The  factors  explaining  the 
standard  are  as  follows: 

( 1 )  When  a  registered  nurse  is  desig¬ 
nated  by  the  agency  as  the  supervisor 
of  professional  services,  it  is  preferable 
that  she  has  had  at  least  1  year  of  nurs¬ 
ing  experience  and  that  she  be  a  public 
health  nurse. 

(2)  The  supervising  physician  or  reg¬ 
istered  nurse  is  present  at  the  agency 
during  operating  hours  and  is  readily 
available  to  advise  the  staff  at  all  times. 

(3)  The  supervising  physician  or  reg¬ 
istered  niu-se  is  delegated  the  responsi¬ 
bility  for  or  participates  in  the  follow¬ 
ing  activities: 

(i)  Development  and  revision  of  writ¬ 
ten  patient  care  c^jectives.  policies,  and 
procedure  manuals; 

(ii)  Development  of  Job  descriptions; 

(iii)  Recruitment  and  selection  of 
personnel; 


(iv)  Establishment  of  niunber  and 
levels  of  staff; 

(V)  Planning  and  conducting  orienta¬ 
tion  and  continuing  education  for  agency 
staff  engaged  in  patient  care; 

(vi)  Evaluation  of  employee  perform¬ 
ance  and  termination  of  employment; 

(yii)  Planning  and  budgeting  for  pro¬ 
vision  of  services; 

(viii)  Admission  and  discharge  of 
patients. 

Addendum  to  §  405.1222(f) 

Pursuant  to  the  provisions  of  section  1863 
of  title  XVni  of  the  Act  (see  §  405.1201(c) ). 
there  Is  approved  the  following  higher  con¬ 
dition  of  participation  relating  to  agency 
supervision  applicable  in  those  States  iden¬ 
tified  below: 

Connecticut 

Agency  supervision — condition.  The  home 
health  agency  designates  a  physician  or  reg¬ 
istered  professional  nurse  qualified  as  a  pub¬ 
lic  health  nurse  director  or  nursing  super¬ 
visor  to  supervise  the  agency's  performance 
in  providing  home  health  services  in  accord¬ 
ance  with  the  orders  of  the  physician  re¬ 
sponsible  for  the  care  of  the  patient  and 
under  a  plan  of  treatment  established  by  the 
physician.  The  following  qualifications  apply 
to  the  supervisor  and  director: 

(a)  Supervisor.  The  minimum  qualifica¬ 
tions  of  the  nursing  supervisor  are  a  bac¬ 
calaureate  degree  from  a  university  program 
in  nursing  approved  by  the  National  League 
for  Nursing  for  public  health  nursing  prep¬ 
aration,  and  a  minimum  of  2  years'  experi¬ 
ence  in  a  public  health  nursing  program 
under  qualified  nursing  supervision  which 
included  supervisory  responsibilities. 

(b)  Director.  When  a  unit  through  which 
home  health  services  are  provided  reaches  a 
total  nursing  staff  of  nine  to  12.  depending 
upon  the  number  of  towns  Involved  and  area 
served,  a  qualified  public  health  nursing  di¬ 
rector  shall  be  employed  in  addition  to  the 
nursing  supervisor. 

(1)  Preferred.  A  master's  degree  with  a 
major  in  public  health  nursing  administra¬ 
tion  or  supervision  from  a  university  pro¬ 
gram  approved  by  the  National  League  for 
Nursing,  or  a  master's  degree  in  public  health 
from  a  university  program  approved  by  the 
American  Public  Health  Association,  and  at 
least  5  years’  experience  in  public  health 
nursing,  including  2  years  under  qualified 
supervision  and  3  years  as  a  supervisor. 

(2)  Acceptable.  A  baccalaureate  degree 
from  a  university  program  in  nursing  ap¬ 
proved  by  the  National  League  for  Nursing, 
for  public  health  nursing  preparation  sup¬ 
plemented  by  approved  courses  in  public 
health  nursing  supervision  and  administra¬ 
tion,  and  at  least  5  years’  experience  In  pub¬ 
lic  health  nursing.  Including  2  years  under 
qualified  supervision  and  3  years  as  a 
supervisor. 

Massachusetts 

Agency  supervision — Condition.  The  home 
health  agency  designates  a  physician  or  reg¬ 
istered  professional  nurse  qualified  as  a  pub¬ 
lic  health  nursing  director  and/or  super¬ 
visor  to  direct  the  agency's  services.  In  the 
event  that  a  physician  is  the  administrator 
of  the  home  health  agency,  the  nursing  serv¬ 
ice  shall  be  under  the  direction  of  a  registered 
professional  nurse  qualified  as  a  public 
health  nursing  director  and/or  supervisor. 
All  home  health  services  shall  be  provided 
In  accordance  with  the  orders  of  a  physician 
responsible  for  the  care  of  the  patient  and 
under  a  plan  of  treatment  established  by 
such  physician. 

(a)  Public  health  nursing  director — quali¬ 
fications.  The  public  health  nursing  director 


is  currently  licensed  to  practice  professional 
nursing  by  the  State  and  meets  the  following 
requirements: 

A  master’s  degree  with  a  major  in  public 
health  nursing  administration  or  supervision 
from  a  program  approved  by  the  National 
League  for  Nursing  or  a  master's  degree  in 
public  health  from  a  program  approved  by 
the  American  Public  Health  Association,  and 
at  least  5  years’  progressively  responsible  ex¬ 
perience  in  public  health  nursing  or  com¬ 
munity  health  nursing,  some  of  which 
should  be  in  supervision,  teaching,  and,  or 
consultation. 

(b)  Public  health  nursing  supervisor — 
qualifications.  The  public  health  nursing 
supervisor  meets  the  following  minimum 
requirements : 

A  master's  degree  in  nursing  from  a  pro¬ 
gram  approved  by  the  National  League  for 
Nursing  and  1  year’s  experience  in  a  family- 
centered  public  health  nursing  program 
which  included  supervisory  responsibilities, 
or  a  baccalaureate  degree  from  a  program 
approved  by  the  National  League  for  Nursing 
for  public  health  nursing  preparation  and  2 
years  of  the  above-described  experience. 

New  Jersey 

Agency  supervision — condition.  The  home 
health  agency  designates  a  physician  or 
registered  professional  nurse  qualified  as  a 
public  health  nurse  director  or  supervisor 
to  supervise  the  agency’s  performance  in  pro¬ 
viding  home  health  services  in  accordance 
with  orders  of  the  physician  responsible  for 
the  care  of  the  patient  and  under  a  plan  of 
treatment  established  by  such  physician.  In 
the  event  that  a  physician  is  designated  to 
supervise  the  agency’s  services,  the  nursing 
service  shall  be  under  the  direction  of  a 
registered  professional  nurse  qualified  as  a 
public  health  nurse  director  or  supervisor. 
The  following  are  the  requirements  for 
qualifying  as  a  public  health  nurse  director 
or  supervisor: 

(a)  Director.  (1)  A  public  health  nurse 
director  has  completed  a  master’s  degree  pro¬ 
gram  accredited  by  the  National  League  for 
Nursing  with  a  nursing  major  in  supervision, 
teaching,  consultation  or  administration  and 
advanced  study  in  a  clinical  specialty;  or 
completion  of  a  master’s  program  in  public 
health  in  an  institution  accredited  by  the 
American  Public  Health  Assocla/tion;  and 

(2)  Five  years  of  experience  in  public 
health  nursing,  1  year  of  which  shall  have 
been  In  a  supervisory  experience. 

(b)  Supervisor.  (1)  A  public  health  nurse 
supervisor  has  completed  a  baccalaureate 
degree  program  approved  by  the  National 
League  for  Nursing  for  public  health  nursing 
preparation  or  ptostbaccalauredte  study 
which  Includes  content  approved  by  the  Na¬ 
tional  League  for  Nursing  for  public  health 
nursing  preparation;  and 

(2)  Three  years  of  experience  in  public 
health  nursing  under  qualified  nursing 
supervision. 

Rhode  Island 

Agency  supervision — condition.  The  home 
health  agency  designates  a  physician  or  reg¬ 
istered  professional  nurse  qualified  as  a  pub¬ 
lic  health  nurse  director  to  direct  the  agency’s 
services.  In  the  event  that  a  physician  is 
the  administrator  of  the  home  health  agency, 
the  nursing  service  shall  be  under  the  di¬ 
rection  of  a  registered  professional  nurse 
qualified  as  a  public  health  nurse  director. 
All  home  health  services  shall  be  provided 
in  accordance  with  the  orders  of  the  phy¬ 
sician  responsible  for  the  care  of  the  patient 
and  under  a  plan  of  treatment  established  by 
such  physician. 

Public  Health  Nursing  Director — qualifica¬ 
tions.  The  nursing  director  must  meet  one 
of  the  following  requirements: 
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(a)  Preferred.  A  master’s  degree  with  a 
major  In  public  heedth  nursing  admlnis* 
tratlon,  supervision,  or  specialty  from  a  uni¬ 
versity  program  apinroved  by  the  National 
League  for  Nursing  or  a  master’s  degree  in 
public  health  from  a  university  program  ap¬ 
proved  by  the  American  Public  Health  As¬ 
sociation;  and  with  a  minimum  of  5  years’ 
experience  with  a  generallaed  public  health 
nursing  service  under  qualified  supervision 
and  with  supervisory  experience  in  a  public 
health  nursing  agency. 

(b)  Acceptable.  A  baccalaureate  degree 
from  a  university  program  in  nursing  ap¬ 
proved  by  the  National  League  for  Nursing 
for  public  health  nursing  preparations  sup¬ 
plemented  by  approved  courses  in  public 
health  nursing  supervision  and  administra¬ 
tion,  and  at  least  6  years’  experience  in  pub¬ 
lic  health  nursing,  including  2  years  under 
qualified  supervision  and  3  years  as  a 
supervisor. 

(g)  Standard:  Coordination  of  patient 
care  services.  Close  liaison  is  maintained 
between  the  various  professionals  pro¬ 
viding  skilled  nursing  and  other  thera¬ 
peutic  services  to  assure  that  provision 
of  care  is  in  accordance  with  the  estab¬ 
lished  plan  of  treatment.  Where  services 
are  provided  imder  contractual  ar¬ 
rangements  with  other  agencies,  a  work¬ 
ing  relationship  is  established  and  main¬ 
tained  to  assure  that  the  control  of  the 
provision  of  all  services  is  retained  by  the 
primary  home  health  agency.  The  fac¬ 
tors  explaining  the  standard  are  as 
follows: 

(1)  Dated  minutes  of  staff  meetings 
indicate  that  a  review  of  cases  takes  place 
and  that  there  is  participation  by  those 
professionals  providing  care  either  as 
as  employees  or  under  contractual 
arrangements. 

(2)  The  clinical  record  indicates  that 
services  being  provided  to  patients  under 
contractual  arrangements  or  by  agency 
employees  are  I'eiwrted  regularly  with 
documentation  to  permit  review  and 
evaluation. 

(3)  Progress  reports  based  upon  re¬ 
view  of  cases  are  sent  to  the  patient’s 
physician  and  a  copy  of  each  is  retained 
in  the  patient’s  clinical  record. 

(4)  The  home  health  agency  main¬ 
tains  close  working  relationships  with 
those  agencies  providing  community 
services  for  purposes  of  appropriate 
referral. 

(h)  Standard:  Personnel  policies. 
There  are  written  personnel  policies  and 
procedures  concerning  qualifications,  re¬ 
sponsibilities,  and  conditions  of  employ¬ 
ment  for  each  type  of  personnel  (includ¬ 
ing  licensure  where  licensure  is  required 
by  State  law) .  The  factors  explaining  the 
standard  are  as  follows: 

( 1 )  'The  policies  are  written,  revised  as 
needed,  and  made  available  to  staff  as 
well  as  to  the  advisory  group  of  profes¬ 
sional  personnel. 

(2)  Personnel  policies  provide  for: 

(i)  Wsige  scales  and  hours  of  work' 

(ii)  EHigibilit^r  for  vacation,  sick  leave, 
and  other  fringe  benefits. 

(iii)  Preemployment  and  periodic 
medical  examination,  including  appro¬ 
priate  tests. 

(iv)  OrientaUon  of  all  health  person¬ 
nel  to  the  policies  and  (Objectives  of  the 
agency,  on-the-job  training,  and  con¬ 
tinuing  education. 


(V)  Periodic  evaluation  of  en:«)loyee 
performance  and  exit  interview. 

(Vi)  Job  descriptions  for  each  category 
of  personnel,  which  are  specific  cmd  in¬ 
clude  the  type  of  activity  each  may  carry 
out. 

( vii )  Maintenance  of  current  employee 
records  which  confirm  that  personnel 
policies  are  followed. 

§  405.1223  Condition  of  participation: 

Scr\-ice8  under  arrangeniento. 

(a)  Condition.  When  a  home  health 
agency  provides  home  health  services 
tmder  an  arrangement  with  a  public  or 
nonprofit  agency,  it  requires  that  such 
services  be  furnished  in  accordance  with 
the  terms  of  a  written  contract,  which 
provides  for  retention  by  the  primary 
agency  of  re^x>nsibility  for  and  control 
of  such  services. 

(b)  Standard:  Content  of  contract 
with  an  agency.  When  a  home  health 
agency  makes  arrangements  for  the  pro¬ 
vision  of  home  health  services  by  another 
agency,  the  written  contract: 

(1)  Designates  the  services  which  are 
to  be  provided,  the  setting,  and  the  geo¬ 
graphical  area  served.  Services  provided 
are  to  be  within  the  scope  and  limitations 
set  forth  in  the  plan  of  treatment  and 
may  not  be  altered  in  type,  amount,  fre¬ 
quency,  or  duration  (except  in  the  case 
of  adverse  reaction) . 

(2)  Describes  how  the  contracted  per¬ 
sonnel  are  to  be  supervised. 

(3)  Describes  how  services  are  coordi¬ 
nated  with  the  primary  agency. 

(4)  Provides  for  the  reporting  of  clini¬ 
cal  notes  and  observations  by  contracted 
personnel  for  inclusion  in  the  primary 
home  health  agency  records  to  facilitate 
planning  and  evaluating  patient  care, 
and  to  document  the  care  given.  Periodic 
progress  notes  by  appropriate  staff  mem¬ 
bers  are  submitted  at  least  monthly  and 
more  often  if  warranted  by  the  patient’s 
condition. 

(5)  Specifies  the  method  of  determin¬ 
ing  charges  and  reimbursement  by  the 
primary  agency  for  specific  services  pro¬ 
vided  under  contract.  Only  the  primary 
agency  bills  for  service  and  collects  the 
deductible  or  coinsurance. 

(6)  ^ecifies  the  period  of  time  the 
cmitract  is  to  be  in  effect  and  how  fre¬ 
quently  it  is  to  be  reviewed.  Preferably, 
the  contract  should  be  reviewed  and  re¬ 
newed  annually. 

(7)  Assures  that  personnel  and  serv¬ 
ices  contracted  for  meet  the  requirements 
specified  herein  for  home  health  agency 
personnel  and  services,  including  licen- 
siue,  personnel  qualifications,  medical 
examination,  functions,  supervision,  ori- 
mtation,  inservice  education  and  attend¬ 
ance  at  case  conferences. 

(8)  Provides  for  the  acceptance  of  pa¬ 
tients  for  home  health  service  only  by  the 
primary  home  health  agency.  Patients 
are  not  to  be  admitted  for  home  health 
service  by  an  individual  without  appro¬ 
priate  review  of  the  case  and  acceptance 
of  the  patient  by  the  agency  in  accord¬ 
ance  with  §  405.1225. 

(c)  Standard:  Individual  contracts. 
When  a  home  health  agency  provides 
home  health  services  throi^ih  an  employ¬ 
ment  contract  with  personnel  providing 


services  on  a  per  visit  or  per  hour  basis, 
as  oKX)6ed  to  a  full-time  tx  part-time 
salaried  basis,  there  is  a  written  <x>ntract 
covering  personnel  policies,  the  services 
to  be  provided,  the  finan<dal  arrange¬ 
ments,  and  other  pertinent  matters.  The 
contract: 

(1)  Designates  the  services  which  are 
to  be  provided  by  the  ihdivldual  imder 
contract,  the  setting,  and  the  geographi¬ 
cal  areas  in  which  the  services  are  to  be 
provided.  Services  provided  are  to  be 
within  the  scope  and  limitations  set  forth 
in  the  plan  of  treatment  and  may  not  be 
altered  in  tjre,  amount,  frequency,  or 
duration  by  the  individual  under  con¬ 
tract  (ex<5^t  in  the  case  of  adverse 
reaction) . 

(2)  Assures  that  the  individual  under 
contract  meets  the  requirements  speci¬ 
fied  herein  for  home  health  agency  per¬ 
sonnel  and  services,  including  licensure, 
personnel  qualification,  medical  exami¬ 
nation,  supervision,  orientation,  inservice 
training,  and  attendance  at  case 
conferences. 

(3)  Describes  the  duties  of  the  indi¬ 
vidual  under  contract.  He  regularly  par¬ 
ticipates  with  other  health  personnel  of 
the  agency  in  policy  formulation,  plan¬ 
ning  when  and  how  a  plan  of  treatment 
is  to  be  carried  out,  scheduling  of  visits, 
discussions  for  the  purpose  of  planning 
and  evaluating  patient  care  in  individual 
cases,  and  submits  clinical  notes  at  least 
weekly.  Progress  notes  are  submitted  at 
least  monthly  for  incorporation  into  the 
patient’s  clinical  record. 

(4)  Provides  for  the  acceptance  of 
patients  for  home  health  service  only  by 
the  primary  home  health  agency.  Pa¬ 
tients  are  not  to  be  admitted  for  home 
health  servi(;e  by  an  individual  without 
appropriate '  review  of  the  case  and 
acceptance  of  the  patient  by  the  agency 
in  accordance  with  §  405.1225. 

(5)  Specifies  the  financial  arrange¬ 
ments.  ’The  individual  under  contract 
<»nnot  bill  the  patient  or  the  health  in¬ 
surance  program,  or  collect  the  de¬ 
ductible  or  coinsurance. 

§  405.1224  Condition  of  parlit-ipalion: 

Policies  for  the  provision  of  services. 

(a)  Condition.  ’The  advisory  group  of 
professional  personnel  appointed  by  the 
governing  body  establishes  written  poli¬ 
cies  covering  skilled  nursing  and  other 
therapeutic  services  and  other  profes¬ 
sional  health  aspects.  These  policies  are 
reviewed  at  least  annually  and  are  re¬ 
vised  as  necessary. 

(b)  Standard:  Membership  of  ad¬ 
visory  group.  ’The  advisory  group  of  pro¬ 
fessional  personnel  includes  at  least  one 
member  who  is  a  practicing  physician 
and  one  registered  nurse,  preferably  a 
public  health  nurse,  and  representatives 
from  other  professional  disciplines  as 
indicated  by  the  scope  of  the  agency’s 
program.  At  least  one  member  of  the 
advisory  group  is  neither  an  owner  nor 
employee  of  the  agency. 

Addendum  to  S  405.1224(b) 

Pursuant  to  the  provisions  of  section  1863 
of  title  XVin  of  the  Act  (see  {  405.1201(c) ), 
there  is  approved  the  following  higher  condi¬ 
tion  of  participation  relating  to  the  Advisory 
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Group  of  Professional  Personnel  in  those 
States  identlOed  below: 

New  Jeksbt 

Advisory  Group  of  Professional  Personnel — 
Condition.  Policies  corverlng  skilled  nursing 
and  other  therapeutic  services,  and  the  pro¬ 
fessional  health  aspects  of  other  policies,  are 
established  with  the  approval  of  and  subject 
to  regular  review  by  a  group  of  professional 
personnel  which  Includes  at  least  three 
licensed  physicians  and  a  registered  profes¬ 
sional  nurse  qualified  as  a  public  health 
nurse  director  or  public  health  nurse 
supervisor. 

Composition  of  Group,  (a)  This  group 
might  be,  for  example;  (1)  An  advisory 
committee  to  the  agency’s  executive  coun¬ 
cil  or  board  of  directors;  (2)  a  subcommittee 
of  such  council  or  board;  or  '3)  other  sim¬ 
ilar  arrangement. 

(b)  Some  member  or  members  of  the  pro¬ 
fessional  group  are  persons  not  employed 
by  the  agency. 

(c)  The  physician  members  of  the  Advi¬ 
sory  Group  serve  as  liaison  with  the  County 
Medical  Society  and  Interpret  agency  medi¬ 
cal  policies  to  Individual  physicians. 

(d)  It  is  desirable  for  the  group  to  include 
lay  persons  knowledgeable  in  health  affairs 
and  also  to  have  a  wide  range  of  profes¬ 
sional  representatives  such  as  social  worker; 
nutritionist;  speech,  physical,  and  occupa¬ 
tional  therapists. 

(c)  Standard:  Written  policies.  The 
advisory  group  establishes  written  poli¬ 
cies  to  govern  the  patient  care  cervices 
provided  by  the  agency.  These  policies 
are  reviewed  at  least  annually  and  cover 
at  least  the  following: 

(1)  The  scope  of  services  offered: 

(2)  Admission  and  discharge  policies 
including  the  types  of  patient  which  the 
home  health  agency  will  or  will  not  ac¬ 
cept  for  care; 

(3)  Medici  direction; 

(4)  Plans  of  treatment  and  methods 
of  implementation; 

(5)  Care  of  patients  in  an  emergency; 

(5)  Clinical  records; 

(7)  Administrative  records; 

(8)  Personnel  qualifications  and  re- 
sponsibilties; 

(9)  Program  evaluation. 

(d)  Standard:  Responsibilities  of  ad¬ 
visory  group.  The  advisory  group  is 
readily  available  to  advise  the  governing 
body  on  policy  issues  and  program  evalu¬ 
ation.  It  also  assumes  responsibility  for 
acquainting  physicians,  other  providers 
of  health  care,  and  the  public  with  the 
established  policies  and  availability  of 
the  range  of  services  of  the  home  health 
agency.  The  factors  explaining  the 
standard  are  as  follows; 

(1)  The  advisory  group  meets  at  reg¬ 
ular  intervals.  Dated  minutes  indicate 
that  questions  relating  to  the  availability 
and  utilization  of  services  are  reviewed 
and  recommendations  are  forwarded  to 
the  governing  body. 

(2)  The  physician  member(s)  of  the 
advisory  group  interpret  the  established 
policies  to  the  local  medical  society  and 
to  individual  physicians. 

(3)  The  advisory  group  actively  par¬ 
ticipates  in  a  continuing  program  to 
acquaint  the  community  with  the  avail¬ 
able  services  of  the  agency  and  to  pro¬ 
mote  appropriate  utilization. 

(4)  Brochures  and  pamphlets  describ¬ 
ing  the  home  health  services  of  the 


agency  are  prepared  with  the  advice  of 
the  advisory  group  and  are  distributed  to 
other  coRununity  resources  and  to  the 
general  public. 

§  405.1225  Condition  of  participation: 
Medical  supeoiHion,  acceptance  of 
patients,  and  plan  of  treatment. 

(a)  Condition.  Patients  in  need  of 
home  health  services  are  accepted  for 
treatment  in  accordance  with  approved 
policies  and  only  on  the  order  of  a  physi¬ 
cian.  Their  care  continues  under  the 
direction  of  a  physician  and  follows  a 
written  plan  of  treatment  established  and 
periodically  reviewed  by  a  physician. 

(b)  Standard:  Policies  governing  the 
acceptance  of  patients.  There  are  written 
policies  developed  by  the  professional  ad¬ 
visory  group  which  cover  categories  of 
patients  accepted  and  not  accepted  by 
the  home  health  agency.  These  are  re¬ 
viewed  at  least  annually,  consideration 
being  given  to  the  f (blowing  factors; 

( 1)  Adequacy  and  suitability  of  agency 
personnel  and  resources  to  provide  the 
services  required  by  the  patient. 

(2)  Assessment  of  medical,  nursing, 
and  social  information  provided  by  the 
attending  physician.  Institutional  per¬ 
sonnel  and  agency  staff. 

(3)  Attitudes  of  patient  and  his  family 
toward  care  at  home  for  the  patient. 

(4)  Comparative  benefit  of  home  care 
for  the  patient  as  distinguished  from  care 
in  a  hospital,  extended  care  facility,  or 
other  institution. 

(5)  Reasonable  expectation  that  pa¬ 
tient’s  medical,  ninsing,  and  social  needs 
can  be  met  adequately  in  the  patient’s 
residence,  including  a  plan  to  meet  medi¬ 
cal  emergencies. 

(6)  Adequacy  of  physical  facilities  in 
the  patient’s  residence  for  his  proper 
care. 

(7)  Availability  of  family  or  substitute 
family  member  who  is  able  and  willing 
to  participate  in  the  patient’s  care. 

(c)  Standard:  Plan  of  treatment.  For 
each  patient  there  is  a  plan  of  treatment 
established  and  authorized  in  writing  by 
the  physician  based  on  an  evaluation  of 
the  patient’s  immediate  and  long-term 
needs.  ’The  physician  prescribes  a  planned 
regimen  of  patient  care  which  covers 
medications,  treatments,  restorative  serv¬ 
ices,  diet,  special  procedures  for  the 
health  and  safety  of  the  patient,  activi¬ 
ties,  and  plans  for  continuing  care  and 
disdiarge.  It  may  be  necessary  for  the 
physician  to  refer  the  patient  for  service 
under  a  plan  of  treatment  which  may 
not  be  complete  imtil  after  an  evalua¬ 
tion  visit.  If  any  modification  to  the 
original  plan  of  treatment  is  required, 
the  physician  is  consulted  for  approval 
and  signs  or  initials  the  modified  plan. 
’The  factors  explaining  the  standard  are 
as  follows; 

(1)  ’The  written  plan  of  treatment  de¬ 
veloped  in  consultation  with  the  agency 
staff  covers  at  least  the  following: 

(i)  All  pertinent  diagnoses,  including 
mental  status; 

(ii>  Types  of  services  and  equipment 
required; 

(iii)  Frequency  of  visits; 


<iv>  Prognosis  and  rehabilitation 
potential; 

(V)  Fimctional  limitations  resulting 
from  congenital  conditions,  illness,  or 
injury; 

(vi)  Activities  permitted; 

(vii)  Dietary  requirements; 

( viii )  Medications  and  treatments ; 

(ix)  Safety  measures  to  protect  pa¬ 
tient  against  accident  and  injury;  and 

(x)  Instructions  for  continuing  care 
and  discharge. 

(2)  When  therapy  services  are  indi¬ 
cated,  the  plan  of  treatment  Includes  the 
specific  procedures  and  modalities  to  be 
used  and  the  amount,  frequency,  and 
duration  of  such  services.  The  plan  of 
treatment  is  developed  jointly  by  the 
therapist (s)  and  the  patient's  attending 
physician. 

(d)  Standard:  Conformance  with  phy¬ 
sicians’  drug  orders.  All  medications  ad¬ 
ministered  to  patients  by  agency  staff  are 
ordered  in  writing  by  the  patient’s  phy¬ 
sician.  Oral  orders  and  changes  in  drug 
orders  are  given  only  to  a  registered 
nurse,  immediately  r^uced  to  writing, 
signed  by  the  niu-se  and  countersigned 
by  the  physician.  Attention  is  given  by 
agency  staff  to  all  medicines  a  patient 
may  be  taking  to  prevent  ineffective  drug 
therapy  or  adverse  reactions.  Significant 
side  effects,  drug  allergies,  and  contrain¬ 
dicated  medication  are  reported  to  the 
patient’s  physician. 

(e)  Standard:  Periodic  review  of  the 
plan  of  treatment.  The  total  plan  is  re¬ 
viewed  by  the  atteiKling  physician,  in 
consultation  with  professional  personnel 
of  the  home  health  agency  at  such  inter¬ 
vals  as  the  severity  of  the  patient’s  illness 
requires,  but  in  every  case,  at  least  once 
every  60  days.  The  professional  staff 
brings  to  the  attention  of  the  patient’s 
physician  any  changes  that  indicate  a 
need  for  altering  the  plan  of  treatment. 

§405.1226  Condition  of  partiripalion : 
skilled  nursing  service. 

(a)  Condition.  The  home  health  agency 
maintains  a  qualified  staff  to  provide 
skilled  nursing  service  in  accordance  with 
a  physician’s  written  plan  of  treatment 
for  patients  accepted  for  home  health 
service. 

Addendum  to  {  405.1226(a) 

Pursuant  to  the  provisions  of  section  1863 
of  title  xvni  of  the  Act  (see  f  405.1201(c) ), 
there  Is  approved  the  following  higher  con¬ 
dition  of  participation  relating  to  skilled 
nursing  services  In  those  States  identified 
below; 

Connecticut 

Skilled  Nursing  Service — Condition.  Skilled 
nursing  service  Is  provided  by  or  under  the 
supervision  of  a  public  health  nursing  super¬ 
visor  currently  licensed  by  the  State. 

(a)  Professional  Nursing  Services — Duties. 
(The  provisions  of  paragraph  (c)  of  I  405.1226 
are  applicable.) 

(b)  Public  Health  Nursing  Supervisor — 
Qualifications.  The  public  health  nursing  su¬ 
pervisor  must  have  a  baccalaureate  degree 
from  a  university  program  In  nursing  ap¬ 
proved  by  the  National  League  for  Nursing 
for  public  health  nursing  preparation,  and  a 
minimum  of  2  years'  experience  In  a  public 
health  nursing  program  under  qualified  nurs¬ 
ing  supervision  which  Included  supervisory 
responsibilities. 
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(c)  Registered  Professional  Nurse— Quali¬ 
fications.  (The  provisions  of  paragrf^h  (c)  of 
§  405.1226  are  applicable.) 

(d)  Public  Health  Nurse — Qualifications. 
(The  provisions  of  paragraph  (b)  (2)  of 
§  405.1226  are  applicable.) 

(e)  Practical  Nursing — Duties.  (The  pro¬ 
visions  of  paragraph  (e)  of  { 405.1226  are 
applicable.) 

(f)  Practical  Nurse — Qualifications.  (The 
provisions  of  paragraph  (d)  of  §  405.1226  are 
applicable.) 

Massachusetts 

Skilled  Nursing  Service — Condition.  Skilled 
nursing  service  is  provided  by  or  under  the 
supervision  of  a  qualified  public  health  nurs¬ 
ing  director  and/or  supervisor.  (See  {  405.1222 
regarding  qualifications.) 

Rhode  Island 

Skilled  Nursing  Service — Condition.  Skilled 
nursing  service  is  provided  by  or  under  the 
supervision  of  a  qualified  public  health 
nursing  supervisor  currently  licensed  by  the 
State. 

(a)  Professional  Nursing  Services — Duties. 
(The  provisions  of  paragraph  (c)  of  S  405.- 
1226  are  applicable.) 

(b)  Public  Health  Nursing  Supervisor — 
Qualifications.  A  public  health  nursing  su¬ 
pervisor  is  currently  licensed  to  practice  pro¬ 
fessional  nursing  by  the  State  and  has  a  bac¬ 
calaureate  degree  from  a  university  program 
in  nursing  approved  by  the  National  League 
for  Nursing  for  public  health  nursing  prep¬ 
aration  and  preferably  with  additional  aca¬ 
demic  preparation  in  supervision  and  with 
experience  in  a  public  health  nursing  pro¬ 
gram  under  qualified  nursing  supervision  for 
a  minimum  of  2  years. 

(c)  Registered  Professional  Nurse — QtMli- 
fications.  (The  provisions  of  paragraph  (c) 
of  $  405.1226  are  applicable.) 

(d)  Public  Health  Nurse — Qualifications. 
(The  provisions  of  paragraph  (b)  (2)  of 
§  405.1226  are  applicable.) 

(e)  Practical  Nursing — Duties.  (The  pro¬ 
visions  of  paragraph  (e)  of  S  405.1226  are 
applicable.) 

(f)  Practical  Nurse — Qualifications.  (The 
provisions  of  paragraph  (d)  of  S  405.1226  are 
applicable.) 

(b)  Standard:  Qualifications  of  a  reg¬ 
istered  nurse.  Skilled  nursing  service  is 
provided  by  or  under  the  supervision  of  a 
registered  nurse  who  meets  the  follow¬ 
ing  qualifications: 

(1)  Is  currently  licensed  as  a  regis¬ 
tered  nurse  by  the  State  in  which  she  is 
practicing,  and 

(2)  Preferably,  has  completed  a  bacca¬ 
laureate  degree  program  approved  by  the 
National  League  for  Nursing  for  public 
health  nursing  preparation  or  post-bac¬ 
calaureate  study  which  includes  content 
approved  by  the  National  League  for 
Nursing  for  public  health  nursing 
preparation. 

(c)  Standard:  Duties  of  a  registered 
nurse.  In  accordance  with  a  physician’s 
orders  for  services  requiring  the  compe¬ 
tencies  of  a  registered  nurse,  the  re^s- 
tered  nurse  performs  such  duties  as  the 
following: 

(1)  Makes  the  initial  evaluation  visit 
when  nursing  services  are  required  and 
regularly  reevaluates  the  nursing  needs 
of  the  patient; 

(2)  Takes  the  initiative  in  developing 
and  implementing  the  nursing  care 
plans  for  the  patient  and  assists  in  re¬ 
vision  according  to  patient  needs; 


(3)  Provides  nursing  services,  treat¬ 
ments,  diagnostic  and  preventive  pro¬ 
cedures  requiring  substantial  specialized 
skill;  and  adequately  documents  the  care 
given; 

(4)  Initiates  preventive  and  rehabili¬ 
tative  nursing  procedures  as  appropriate 
for  the  patient’s  care  and  safety; 

(5)  Observes  signs  and  symptoms,  and 
records  and  reports  to  the  physician  re¬ 
action  to  treatments,  including  drugs, 
and  changes  in  the  patient’s  physical  or 
emotional  condition; 

(6)  Has  a  continuing  responsibility 
for  coordinating  services  to  patients; 

(7)  Teaches,  supervises,  and  counsels 
the  patient  and  family  members  in 
methods  of  meeting  the  nursing  care 
needs  and  solving  other  related  problems 
of  the  patient  at  home; 

( 8 )  Supervises  and  teaches  other  nurs¬ 
ing  service  personnel. 

(d)  Standard:  Qualifications  of  a 
practical  nurse.  The  term  “licensed  prac¬ 
tical  nurse’’  as  used  in  this  section  is 
synonymous  with  “licensed  vocational 
nurse.’’  Practical  nursing  services  are 
those  nursing  services  provided  imder  the 
supervision  of  a  registered  nurse,  by  a 
practical  nurse  who  meets  the  following 
qualifications: 

( 1 )  Is  currently  licensed  as  a  practical 
nurse  by  the  State  in  which  she  is  prac¬ 
ticing,  and 

(2)  Preferably,  has  had  at  least  1  year 
of  nursing  experience  under  the  super¬ 
vision  of  a  registered  nurse. 

(e)  Standard:  Practical  nurse  duties. 
The  practical  nurse  performs  such  duties 
as  the  following: 

(1)  Observes,  records,  and  reports  to 
supervisor  on  Uie  general  physical  and 
emotional  conditions  of  the  patient; 

(2)  Administers  prescribed  medica¬ 
tions  and  treatments  as  permitted  by 
State  or  local  regulations; 

(3)  Assists  the  physician  and/or  reg¬ 
istered  nurse  ip  performing  specialized 
procedures; 

(4)  Prepares  equipment  for  treat¬ 
ments,  including  sterilizatimi,  observing 
aseptic  techniques;  and 

(5)  Assists  the  patient  in  learning  ap¬ 
propriate  self-care  techniques. 

(f)  Standard:  Student  nurse  services. 
Student  nurse  services  are  nursing  serv¬ 
ices  which  under  State  law  may  be  legal¬ 
ly  performed  by  a  student  nurse  who 
meets  the  following  qualifications: 

(1)  Is  airolled  in  a  diploma  or  bac¬ 
calaureate  degree  nurse  educational  pro¬ 
gram  approved  by  the  National  League 
for  Nursing  or  other  accrediting  bodies 
recognized  by  the  U.S.  Office  of  Educa¬ 
tion;  and 

(2)  Is  enrolled  in  a  nurse  educational 
program  in  which  the  home  health 
agency  participates;  and 

(3)  Works  imder  the  supervision  of  a 
registered  nurse  who  is  either  an  em¬ 
ployee  of  the  home  health  agency  or  the 
school  of  nursing  in  which  the  student 
is  enrolled. 

§  405.1227  Condition  of  partiripalion: 

Occupational  therapy. 

(a)  Condition.  When  an  agency  pro¬ 
vides  or  arranges  for  (Kcupational 


therapy  services,  service  is  given  by  a 
qualified  occupational  therapist,  or,  if 
by  an  occupational  therapy  assistant, 
under  the  general  supervision  of  a  quali¬ 
fied  occupational  therapist  and  in  ac¬ 
cordance  with  a  physician’s  written 
orders. 

(b)  Standard:  Qualifications  of  an 
occupational  therapist  and  occupational 
therapy  assistant.  Occupational  therapy 
services  are  provided  by: 

(1)  An  occupational  therapist  who  is 
currently  registered  by  the  American  Oc¬ 
cupational  Therapy  Associaticai;  or 

(2)  An  occupational  therapy  assistant 
who  is  currently  certified  by  the  Ameri¬ 
can  Occupational  Therapy  Association. 

(c)  Standard:  Duties  of  an  occupa¬ 
tional  therapist.  The  occupational  thera¬ 
pist  performs  such  duties  as  the 
following: 

(1)  Assists  the  physician  in  his  eval¬ 
uation  of  the  patient’s  level  of  function 
by  applying  diagnostic  and  prognostic 
tests  and  by  reporting  the  findings  in 
terms  of  problems  and  abilities  of  the 
patient; 

(2)  Helps  develop  and  implement  the 
patient  care  plan  based  on  problems 
found  and  goals  established,  and  assists 
in  revision  according  to  patient  need; 

(3)  Guides  the  patient  in  his  use  of 
activities  to  alleviate  problems  and  to 
improve  function; 

(4)  Observes,  records,  and  reports  to 
the  physician  and  the  agency  the  pa¬ 
tient’s  reaction  to  treatment  and  any 
changes  in  the  patient’s  condition; 

(5)  Instructs  other  health  team  per¬ 
sonnel  including,  when  appropriate, 
home  health  aides  and  family  members 
in  certain  phases  of  occupational  therapy 
in  which  they  may  work  with  the  patient; 

(6)  Supervises  the  occupational  ther¬ 
apy  assistant  and,  when  appropriate,  the 
home  health  aide; 

(7)  Participates  in  inservice  education 
programs  for  all  staff; 

(8)  Acts  as  a  consultant  to  other 
agency  personnel. 

§405.1228  Condition  of  participuliun: 

Speech  therapy. 

(a)  Condition.  When  an  agency  pro¬ 
vides  or  arranges  for  services  in  speech 
pathology  and/or  audiology,  service  is 
given  by  or  under  the  direct  supervision 
of  a  qualified  speech  therapist  and  in  ac¬ 
cordance  with  a  physician’s  written 
orders. 

(b)  Standard:  Qualifications  of  a 
speech  therapist.  Speech  pathology 
and/or  audiology  services  are  provided  by 
a  speech  therapist  who  meets  the  follow¬ 
ing  qualifications: 

(1)  Has  been  granted  a  Certificate  of 
Clinical  Competence  in  the  appropriate 
area  (speech  pathology  or  audiology)  by 
the  American  Speech  and  Hearing  Asso¬ 
ciation;  or 

(2)  Meets  the  equivalent  educational 
requirements  and  work  experience  neces¬ 
sary  for  such  certificate;  or 

(3)  Has  completed  the  academic  and 
practicum  requirements  for  certification 
and  is  in  the  process  of  accumulating 
the  supervised  work  experience  required 
for  certification. 
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(c)  Standard:  Duties  of  a  speech 
therapist.  The  speech  pathologist  or  au- 
diolo^t  performs  siK^  duties  as  the 
following: 

(1)  Cooperates  with  the  physician  in 
the  evaluation  of  patients  with  speech, 
hearing,  or  language  disorders; 

(2)  On  the  basis  of  orders  by  the 
physician  who  indicates  anticipated  goals 
and  is  responsible  for  general  medical 
direction  of  such  service  as  a  part  of  the 
total  care  of  the  patient,  determines  and 
recommends  appropriate  speech  and 
hearing  services; 

(3)  Provides  rehabilitative  services  for 
speech,  hearing,  and  language  disorders; 

(4)  Observes,  records,  and  reports  to 
the  physician  and  the  agency  the  pa¬ 
tient’s  reaction  to  treatment  and  any 
changes  in  the  patient’s  condition; 

(5)  Instructs  other  health  team  per¬ 
sonnel  and  family  members  in  methods 
of  assisting  the  patient  to  improve  and 
correct  speech,  hearing,  and  language 
disabilities; 

(6)  Participates  in  in-service  educa¬ 
tion  programs  for  all  staff; 

(7)  Acts  as  a  consultant  to  other 
agency  personnel. 

§  403.1229  Condition  of  parlit-ipation: 

Physical  therapy. 

(a)  Condition.  When  an  agency  pro¬ 
vides  or  arranges  for  physical  therapy 
services,  service  is  given  by  or  under  the 
direct  supervision  of  a  qualified  physical 
therapist,  or  if  by  a  physical  therapist 
assistant,  imder  the  general  supervision 
of  a  qualified  physical  therapist  and  in 
accordance  with  a  physician’s  written 
orders. 

(b)  Physical  therapist:  Qualifications. 
A  physical  therapist: 

(1)  Has  graduated  from  a  physical 
therapy  curriculum  approved  by — 

(1)  ’The  American  Physical  Therapy 
Association;  or 

(ii)  The  Council  on  Medical  Educa¬ 
tion  and  Hospitals  of  the  American 
Medical  Association;  or 

(iil)  ’The  Council  on  Medical  Educa¬ 
tion  of  the  American  Medicsd  Associa¬ 
tion  in  collaboration  with  the  American 
Physical  ’Therapy  Association;  or 

(2)  Prior  to  January  1,  1966 — 

(i)  Has  been  admitted  to  member¬ 
ship  by  the  American  Kiysical  Therapy 
Association;  or 

(ii)  Has  been  admitted  to  registration 
by  the  American  Registry  of  Physical 
Therapists;  or 

(iii)  Has  graduated  from  a  physical 
therapy  curriculum  in  a  4-year  college 
or  imiversity  approved  by  a  State  de¬ 
partment  of  education,  is  licensed  or 
registered  as  a  physical  therapist,  and 
where  appropriate,  has  passed  a  State 
examination  for  licensure  as  a  physical 
therapist;  or 

(3)  If  currently  licensed  or  registered 
to  practice  physical  therapy  pursuant  to 
State  law: 

(i)  Was  licensed  or  registered  prior  to 
January  1,  1970,  and  has  achieved  a  sat¬ 
isfactory  grade  through  the  examination 
conducted  by  or  imder  the  sponsorship 
of  the  Public  Health  Service;  or 


(ii)  Was  licensed  or  registered  prior 
to  January  1,  1966,  and  prior  to  Janu¬ 
ary  1,  1970,  had  15  years  of  full-time  ex¬ 
perience  in  the  treatment  of  illness  or 
Injury  through  the  practice  of  physical 
therapy  in  which  he  rendered  services 
upon  the  order  of  and  under  the  direc¬ 
tion  Of  attending  and  referring  physi¬ 
cians;  or 

(4)  If  trained  outside  the  United 
States — 

(i)  Has  graduated  since  1928  from  a 
physical  therapy  curriculum  approved  in 
the  country  in  which  the  curriculum  was 
located  and  in  which  there  is  a  member 
organization  of  the  World  Confedera¬ 
tion  for  Physical  Therapy;  and 

(ii)  Is  a  member  of  a  member  or¬ 
ganization  of  the  World  Confederation 
for  Physical  Therapy;  and 

(iii)  Has  completed  1  year’s  experi¬ 
ence  under  the  supervision  of  an  active 
member  of  the  American  Physical 
’Therapy  Association;  and 

(iv)  Has  successfully  completed  a 
qualifying  examination  as  prescribed  by 
the  American  Physical  Therapy  Associa¬ 
tion. 

(c)  Standard:  Qualifications  of  a 
physical  therapist  assistant.  A  qualified 
physical  therapist  assistant  has  gradu¬ 
ated  from  a  2-year  college  level  program 
approved  by  the  American  Physical 
’Therapy  Association;  and  where  appro¬ 
priate  is  licensed  or  certified  as  a  physi¬ 
cal  therapist  assistant. 

(d)  Standard:  Duties  of  a  physical 
therapist.  The  physical  therapist  per¬ 
forms  such  duties  as  the  following; 

(1)  Assists  the  physician  in  his  evalu¬ 
ation  of  patients  by  applying  muscle, 
nerve,  joint,  and  functional  ability  tests; 

(2)  In  collaboration  with  the  physi¬ 
cian  helps  develop  a  physical  therapy 
plan  based  on  the  evaluation  and  the 
goals  established; 

(3)  Helps  develop.  Implement,  and 
adjust  with  other  agency  personnel  and 
the  physician,  patient-care  plans  for 
total  patient  care,  including  and  con¬ 
sidering  patient  goals; 

(4)  Treats  patients  to  relieve  pain, 
develop  or  restore  function,  and  main¬ 
tain  maximum  performance,  using  phys¬ 
ical  means,  such  as  exercise,  massage, 
heat,  water,  light,  and  electricity,  for 
example: 

(i)  Directs  and  aids  patients  in  active 
and  passive  exercises,  muscle  reeduca¬ 
tion,  and  gait  and  functional  training, 
activities  of  daily  living  including  trans¬ 
fer  activities,  and  prosthetic  training; 

(ii)  Makes  use  of  equipment  such  as 
ultraviolet  and  infrared  lamps,  low  volt¬ 
age  generators,  diathermy,  and  ultra¬ 
sonic  machines; 

(iii)  Gives  whirlpool  and  contrast 
baths,  and  applies  moist  packs. 

(5)  Delegates  to  the  physical  therapist 
assistant  selected  physical  therapy  care 
programs,  or  portions  thereof,  and  pro¬ 
vides  supervision  on  a  planned  basis  fre¬ 
quently  enough  to  assure  adequate  re¬ 
view  of  treatment  rendered  to  individual 
patients; 

(6)  Assists  the  physician,  patient,  and 
family  in  the  selection  of,  and  instructc 
the  patients  in  the  care  and  use  of 


wheelchairs,  braces,  canes,  crutches, 
prosthetic  and  orthotic  devices,  and 
makes  recommendations  concerning  en¬ 
vironmental  adaptations; 

(7)  Observes,  records,  and  reports  to 
the  physician  and  the  agency  the  pa¬ 
tient’s  reaction  to  treatment  and  any 
changes  in  the  patient’s  condition; 

(8)  Instructs  other  health  team  per¬ 
sonnel  including,  when  appropriate, 
home  health  aides  and  family  members, 
in  certain  phases  of  physical  therapy 
with  which  they  may  work  with  the 
patients; 

(9)  Instructs  family  on  patient’s  total 
physical  therapy  program; 

(10)  Participates  in  in-service  educa¬ 
tion  programs  for  all  staff; 

(11)  Acts  as  a  consultant  to  other 
agency  personnel. 

(e)  Standard:  Duties  of  a  physical 
therapist  assistant.  A  physical  therapist 
assistant: 

(1)  Carries  out  physical  therapy 
patient-care  programs,  or  portions 
thereof,  as  planned,  delegated,  and  su¬ 
pervised  by  the  physical  therapist,  such 
as  the  following: 

(1)  Follows  established  procedures  and 
observes  safety  precautions  in  the  appli¬ 
cation  and  use  of  physical  modalities  and 
procediu-es  as  described  in  paragraph  (d) 
(4)  of  this  section; 

(ii)  Trains  the  patient  in  predeter¬ 
mined  exercises  such  as  correct  body 
alinement  and  body  mechanics  and  resis¬ 
tive  exercises  with  equipment; 

(iii)  ’Trains  the  patient  in  balance 
activities  and  gait  patterns; 

(iv)  Trains  the  patient  in  activities  of 
daily  living  such  as  whedchair  transfer, 
and  self-care  activities. 

(2)  Instructs  the  patient  and  family  in 
the  use  and  care  of  braces,  prostheses, 
and  bandages; 

(3)  Observes,  records,  and  reports  to 
the  supervising  physical  therapist  the  pa¬ 
tient’s  reaction  to  treatment  and  any 
changes  in  the  patient’s  condition. 

(4)  Acts  as  an  assistant  to  the  physi¬ 
cal  therapist  when  the  physical  thera¬ 
pist  Is  performing  tests,  evaluations,  and 
complex  treatment  procedures. 

§  405.12.30  Condition  of  participation: 

Medical  social  services. 

(a)  Condition.  When  an  agency  em¬ 
ploys  or  arranges  for  medical  social  serv¬ 
ices,  services  are  given  by  or  under  the 
supervision  of  a  qualified  social  woiiier, 
and  under  the  direction  of  a  physician 
and  in  accordance  with  a  physician’s 
written  orders. 

(b)  Standard:  Qualifications  of  a  so¬ 
cial  worker  and  social  work  assistant. 
Medical  social  services  are  provided  by: 

( 1 )  A  social  worker  who  has  a  master’s 
degree  from  a  graduate  school  of  social 
work  accredited  by  the  Council  on  Social 
Work  Education  and  has  had  social  work 
experience  in  a  health  care  setting,  such 
as  a  hospital,  outpatient  clinic,  medical 
rehabilitation  facility,  medical  care,  or 
mental  health  program. 

(2)  A  social  work  assistant  who  has  a 
baccalaureate  degree  is  provided  on-the- 
job  training  in  social  service  tasks  and 
assignments  by  the  agency;  and  works 
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under  the  supervision  of  a  social  worker. 

(c)  Standard:  Duties,  Medical  social 
service  functions  include  such  duties  as 
the  following: 

(1)  Assessing  the  social  and  emotional 
factors  in  order  to  estimate  the  patient’s 
capacity  and  potential  to  cope  with  prob¬ 
lems  of  daily  living ; 

(2)  Assisting  the  physician  and  other 
members  of  the  health  team  in  under¬ 
standing  the  significant  social  and  emo¬ 
tional  factors  related  to  the  patient’s 
health  problems  and  participating  in  de¬ 
velopment  of  the  patient  care  plan; 

(3)  Helping  the  patient  and  his  family 
to  understand,  accept,  and  follow  medical 
recommendations  and  providing  services 
that  are  planned  to  restore  the  patient 
to  optimum  social  and  health  adjustment 
within  his  capacity ; 

(4)  Assisting  the  patient  and  his  fam¬ 
ily  with  personal,  emotional,  and  en¬ 
vironmental  difficulties  which  predispose 
toward  illness  or  interfere  with  obtain¬ 
ing  maximum  benefits  from  health  care; 

(5)  Utilizing  resources,  such  as  family 
and  (XHnmunity  agencies,  to  assist  the 
patient  to  resume  life  in  the  community 
and  to  learn  to  live  within  his  maximum 
capacity; 

(6)  Participating  in  alternative  and 
appropriate  discharge  planning; 

(7)  Maintains  complete  records  of 
services  performed; 

(8)  Acts  as  a  consultant  to  other 
agency  personnel. 

§  405.1231  Condition  of  participation: 

Home  health  aide  services. 

(a)  Condition.  When  a  home  health 
agency  provides  henne  health  aide  serv¬ 
ices,  the  home  health  aides  are  selected, 
trained  assigned,  and  supervised  in  ac¬ 
cordance  with  written  policies  to  assure 
their  competence  in  providing  care. 

(b)  Standard:  Selection.  The  follow¬ 
ing  abilities  and  attitudes  are  considered 
in  the  selection  of  each  aide: 

(1)  Interest  in  and  sympathetic  atti¬ 
tude  toward  caring  for  the  sick  at  home; 

(2)  Ability  to  read  and  write; 

(3)  Ability  to  understand  and  carry 
out  direction  or  instruction; 

(4)  Ability  to  record  messages  and 
maintain  simple  records; 

(5)  Emotional  and  mental  maturity; 
and  ability  to  cope  with  the  physical  de¬ 
mands  of  the  job. 

(c)  Standard:  Training.  The  training 
program  for  home  health  aides  follows  a 
written  plan  covering  at  least  the  fol¬ 
lowing: 

(1)  Basic  training  by  a  registered 
nurse  (preferably  a  public  health  nurse) 
with  involvement  of  physicians;  physi¬ 
cal,  speech,  and  occupational  therapists; 
social  workers;  nutritionists;  and  other 
appropriate  health  personnel  in  the  in¬ 
dicated  aspects  of  the  training  program 
covering  at  least  the  following: 

(i)  The  role  of  the  home  health  aide  as 
a  member  of  the  health  services  team; 

(ii)  Methods  of  assisting  patients  to 
achieve  maximum  self-reliance  through 
relearning  smd  modifying  activities  of 
daily  living; 

(iii)  Principles  of  good  nutrition  and 
nutritional  problems  of  the  sick  and 
elderly; 


(iv)  Meal  planning,  food  purchasing, 
and  preparation  of  meals  including  spe¬ 
cial  diets; 

(v)  The  process  of  aging  and  behavior 
of  the  aged; 

(vi)  The  emotional  problems  accom¬ 
panying  illness; 

(vii)  Principles  and  practices  in  main¬ 
taining  a  clean,  healthful,  and  safe  en¬ 
vironment  as  well  as  a  pleasant  one  that 
encourages  morale  building  and  self- 
help; 

(viii)  The  type  of  information  that 
should  be  reported  to  the  nurse  super¬ 
visor  in  the  hcmie  health  agency,  includ¬ 
ing  changes  in  the  patient’s  condition  or 
family  situation;  and 

(ix)  Recordkeeping. 

(2)  Orientation  to  the  agency’s  pro¬ 
gram  which  includes: 

(i)  Policies  and  objectives  of  the 
agency; 

(ii)  The  functions  of  other  health  per¬ 
sonnel  employed  by  the  agency  and  the 
interrelationships  of  such  personnel  in 
caring  for  the  patient; 

(iii)  Information  about  other  commu¬ 
nity  agencies;  and 

(iv)  Ethics  and  confidentiality. 

( 3 )  Training  on  the  job  which  includes 
instruction  in  the  home  setting  for  car¬ 
rying  out  procedures  and  developing 
competency. 

Addendum  to  §  405.1231(c) 

Pursuant  to  the  provisions  of  section  1863 
of  title  XVIII  of  the  Act  (see  §  405.1201  (c) ) , 
there  is  approved  the  following  higher  con¬ 
dition  of  participation  relating  to  training 
of  home  health  aides  in  those  States  identi¬ 
fied  below: 

Connecticut 

Training  of  Home  Health  Aides. — Condi¬ 
tion.  The  home  health  agency  determines 
that  home  health  aides  receive  or  have  re¬ 
ceived  a  basic  training  program  for  home 
health  aides  approved  by  the  Connecticut 
State  Department  of  Health. 

(d)  Standard:  Assignment.  A  regis¬ 
tered  nurse  assigns  the  home  health  aide 
to  a  particular  patient  in  accordance 
with  the  physician’s  plan  of  treatment 
and  decides  which  personal  care  services 
are  to  be  given.  In  addition,  the  regis¬ 
tered  nurse  prepares  written  instructions 
for  the  home  health  aide,  taking  into 
consideration  the  abilities  of  the  h<»ne 
health  aide,  the  amount  and  kind  of 
supervision  needed,  the  specific  needs  of 
the  patient,  and  the  resources  of  the 
patient’s  family.  ’The  home  health  aide 
performs  such  duties  as  the  following: 

(1)  Helping  patient  with  bath,  care  of 
mouth,  skin,  and  hair; 

(2)  Helping  patient  to  bathroom  or  in 
using  bedpan; 

(3)  Helping  patient  in  and  out  of  bed 
and  assisting  with  ambulation; 

(4)  Helping  patient  with  prescribed 
exercises  and  self-occupying  tasks  which 
the  patient  and  home  health  aide  have 
been  taught  by  appropriate  professional 
personnel ; 

(5)  Assisting  with  medications,  ordi¬ 
narily  self-administered,  that  have  been 
specifically  ordered  by  a  physician; 

( 6 )  Performing  such  incidental  house¬ 
hold  services  as  are  essential  to  the  pa¬ 


tient’s  health  care  at  home  (unless  the 
place  of  residence  is  an  institution) ; 

(7)  Reporting  to  the  registered  nurse 
supervisor  changes  in  the  patient’s  con¬ 
dition  or  family  situation  and  complet¬ 
ing  a4>propriate  records. 

(e)  Standard:  Supervision.  (1)  The 
registered  nurse  supervisor  provides  di¬ 
rect  supervision  as  necessary  and  at 
other  times  is  readily  available  by  tele¬ 
phone  to  provide  advice.  The  supervisor 
evaluates  the  home  health  aide  in  terms 
of  the  aide’s  ability  to  carry  out  assigned 
duties,  to  relate  well  to  the  homebound 
patient,  and  to  work  effectively  as  a 
member  of  a  team  of  health  workers. 

(2)  When  the  home  health  aide  per¬ 
forms  personal  care  in  conjunction  with 
skilled  nursing  services  or  simple  pro¬ 
cedures  as  an  extension  of  physical, 
speech,  or  occupatiqpal  therapy  or  social 
service,  training  and  supervision  are  pro¬ 
vided  by  the  appropriate  member  of  the 
professional  staff  on  a  regularly  recur¬ 
ring  basis  and  frequently  enough  to  as¬ 
sure  sufficient  review  of  individual  treat¬ 
ment  plans  and  progress. 

(3)  A  supervisory  visit  is  made  to  the 
patient’s  home  at  least  every  2  weeks  by 
the  appropriate  member  of  the  profes¬ 
sional  staff,  either  at  a  time  when  the 
aide  is  present  in  order  to  observe  and 
assist  her,  or  when  the  aide  is  absent  in 
order  to  assess  relationships  established 
and  to  determine  whether  the  services 
being  given  are  accomplishing  the  goals 
of  the  plan  of  treatment. 

Addendum  to  !  405.1231(e) 

Pursuant  to  the  provisions  of  section  1863 
of  title  XVIII  of  the  Act  (see  I  405.1201(c) ) , 
there  is  approved  the  following  higher  con¬ 
dition  of  participation  relating  to  the  train¬ 
ing  of  home  health  aides  in  those  States 
identified  below: 

Massachusetts 

Supervision  of  Home  Health  Aides — condi¬ 
tion.  The  qualified  nursing  supervisor  should 
provide  direct  supervision  as  necessary  and 
is  readily  available  at  other  times  by  tele¬ 
phone.  The  supervisor  should  be  constantly 
evaluating  the  home  health  aide  in  terms  of 
the  aide’s  ability  to  carry  out  assigned  duties, 
to  relate  well  to  the  homebound  patient,  ana 
to  work  effectively  as  a  member  of  a  team 
of  health  workers. 

§405.1232  Condition  of  parlieipulion : 

Clinical  records. 

(a)  Condition.  A  clinical  record  is 
maintained  in  accordance  with  accepted 
professional  principles  for  each  patient 
receiving  home  health  service. 

(b)  Standard:  Maintenance  of  clinical 
records.  The  hcrnie  health  agency  main¬ 
tains  a  clinical  record  for  each  patient 
with  current  entries,  dated  and  signed. 
The  record  documents  implementation 
of  the  plan  of  treatment  and  includes: 

(1)  Admission  date: 

(i)  Identifying  information:  Name, 
address,  date  of  birth,  sex,  agency  case 
number,  if  any,  social  security  number, 
and  next  of  kin; 

(ii)  Whether  the  home  health  service 
is  (a)  posthospital,  (b)  postextended 
care  facility,  or  (c)  neither;  and  names 
of  institutions  and  dates  of  discharge  for 
(a)  and  (b)  of  this  subdivision; 
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(iii)  Date  of  admission  for  home 
health  services; 

(iv)  Physician  responsible  for  patient’s 
care. 

(2)  Diagnoses;  All  conditions  which 
the  patient  has  with  specific  reference 
to  those  relevant  to  the  plan  of  treat¬ 
ment. 

<3)  Prognosis,  including  statement  of 
goals  set  for  the  patient. 

(4)  Clinical  notes  by  all  professionals 
showing  dates  that  services  were  ren¬ 
dered  : 

(i)  Nursing  services:  Level  needed  and 
frequency  of  visits;  special  care  (dress¬ 
ing  changes,  catheter  changes,  etc.),  ob¬ 
servations,  including  specific  observa¬ 
tions  to  be  brought  to  the  immediate 
attention  of  the  physician. 

(ii)  Drugs:  Type,  dose,  and  frequency 
of  each  drug;  caution  concerning  special 
side  efiects,  drug  allergies  and  reactions, 
and  nonprescription  remedies. 

(iii)  Diet:  Regular  or  therapeutic,  in¬ 
cluding  specific  modifications  required. 

(iv)  Activity:  Degree  allowed,  e.g., 
bedrest  with  bathroom  privileges. 

(V)  Rehabilitation  plan:  Activities  of 
daily  living,  etc. 

(vi)  Occupational,  speech,  and  physi¬ 
cal  therapy;  modalities  and  procedures 
used,  and  results  of  tests  and  measure¬ 
ments. 

(vii)  Medical  social  services. 

(viii)  Home  health  aide  services. 

(ix)  Medical  supplies:  Special  dress¬ 
ings  needed,  oxygen,  etc. 

(X)  Medical  appliances:  Special  de¬ 
vices  needed,  e.g.,  crutches,  oxygen  tent 
etc. 

(5)  Progress  notes,  including  services 
to  patients  provided  by  contract,  are 
submitted  at  least  monthly  by  appro¬ 
priate  professional  personnel. 

(6)  Discharge  summary:  When  home 
health  services  are  terminated,  the  rec¬ 
ord  shows  the  date,  reason  for  termina¬ 
tion,  and  the  condition  of  the  patient. 

(c)  Standard:  Retention  of  records. 
All  clinical  records  of  discharged  patients 
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are  completed  promptly  and  are  filed  and 
retained  in  accordance  with  State  law 
or  for  5  years  in  the  absence  of  a  State 
statute. 

(1)  The  home  health  agency  has  poli¬ 
cies  providing  for  the  retention  and  safe¬ 
keeping  of  patients’  clinical  records  by 
the  governing  body  for  the  required  pe¬ 
riod  of  time  at  such  time  as  the  home 
health  agency  discontinues  operation. 

(2)  If  the  patient  is  transferred  to 
another  health  care  facility,  a  copy  of 
the  patient’s  clinical  record  and  patient 
care  plan  or  an  abstract  thereof  accom¬ 
panies  the  patient. 

(d)  Standard:  Confidentiality  of  rec¬ 
ords.  All  information  contained  in  the 
clinical  records  is  treated  as  confidential 
and  is  disclosed  only  to  authorized 
persons. 

§  405.12.33  Condition  of  parlii-ipulion: 

Evaluation. 

(a)  Condition.  The  home  health 
agency  has  written  policies  and  pro¬ 
cedures,  which  provide  for  a  systematic 
evaluation  of  its  total  program  at  appro¬ 
priate  intervals  in  order  to  assure  the 
appropriate  utilization  of  services. 

(b)  Standard:  Overall  policy  review. 
The  method  of  program  evaluation  in¬ 
cludes  mechanisms  for  reviewing  the 
overall  policy  and  management  aspects 
of  the  program  to  assure  economy  and 
efficiency  of  operation.  Procedures  pro¬ 
vide  for  systematic  evaluation  of  its  pro¬ 
gram  at  least  once  a  year,  either  by  a 
subcommittee  of  the  governing  body  or 
by  the  governing  body  as  a  whole.  Some 
staff  members  serve  as  ex-officio  mem¬ 
bers  of  the  evaluation  committee.  There 
is  substantial  consumer  participation  in 
program  evaluation,  through  planned 
and  continuous  mechanisms  appropriate 
to  the  particular  agency  to  determine 
whether  the  agency  adequately  serves 
the  community. 

(c)  Standard:  Record  review.  Meas¬ 
ures  to  assure  that  established  policies 
are  followed  in  providing  services  to 


18705 

patients  either  directly  or  under  ar¬ 
rangements  with  others  include: 

(1)  A  quarterly  review  of  patient’s 
clinical  records  on  a  sample  basis  to 
determine: 

(1)  Whether  services  are  being  used 
appropriately,  and 

(ii)  The  extent  to  which  the  needs  of 
individual  patients  are  met,  both  qual¬ 
itatively  and  quantitatively:  and 

(iii)  Whether  each  plan  of  treatment 
is  adequately  described,  approved  by  the 
patient’s  pliysician,  and  reviewed  by  him 
at  least  every  60  days. 

(2)  A  review  of  patient’s  clinical  rec¬ 
ords  for  all  patients  receiving  care  for 
60  days  or  longer. 

(3)  The  reviews  referred  to  in  sub- 
paragraphs  (1)  and  (2)  of  this  para¬ 
graph  are  conducted  by  the  professional 
advisory  group  or  a  subdivision  of  the 
group  with  staff  members  serving  ex- 
officio  or,  if  by  a  community  utilization 
review  committee,  that  committee’s  find¬ 
ings  are  reported  to  the  professional  ad¬ 
visory  group.  In  either  situation,  com¬ 
mittee  findings  are  reported  to  the 
governing  body, 

(4)  An  annual  evaluation  is  made  of 
such  statistical  data  as  the  following; 

(i)  The  number  of  different  patients 
who  received  service; 

(ii)  The  number  of  patients  visits; 

(iii)  The  condition  on  discharge; 

(iv)  The  number  of  new  patients; 

(V)  The  number  of  patients  by  diag¬ 
nosis; 

(vi)  The  sources  of  referral: 

(vii)  The  total  staff  days  or  man¬ 
hours. 

(d)  Standard:  Records  of  evaluation. 
Records  and  findings  of  these  evaluations 
are  discussed  with  agency  staff  and  coop¬ 
erating  agencies  for  the  purpose  of  im¬ 
proving  agency  performance.  Records  of 
evaluation  are  maintained  separately 
from  the  patient  clinical  records,  and 
are  retained  as  a  confidential  agency 
record. 

[FR  Doc.71-13786  Filed  9-17-71:8:50  am] 
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